JAEKJAPAIIAS O COOTBETCTBHH

JTEKJAPAHT, IPHHHMAIOIHH JEKJAPAIIMIO O COOTBETCTBHH

AO "Canogu Poccusn"

Csedenun o pezucmpayuu opzanuzayuu: Mexcpationnan uncnexyus Pedepanvroli Hanozoeod cayxcovr Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepanonoiii dupexmop Mornae O.A.
Hoseepennoe nuyo: Cmenanos C.C., dosepernocmv 6/ om 01,12.2017

3ASIBISIET, UYTO

Rexapcmeentoe cpedemgo: Koponan, mabremxu nokpeimvie nienounoi oboroyuxoti 5 m2 10 wm., ynaxoexu
Auetikogole Konmyphbie (3), nauxu xapmonnvie, PY No JIC-000943 om 04.04.2011 (0ama 3amennvt 09.08.2017)
svtdano AO "Canogu Poccus”, cepus 3170319, napmus 43957 ynaxoseox, eooer 0o 28.02.2022, npouzeodcmea
Canexa Papmacsiomuxanc a.c., Croeayxas Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic, koo OKIIJ2 21.20.10.146, koo TH B3J] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085328963 om 02.04.2019

COOTBETCTBYET TPEBOBAHHUAM

JIC-000943-040411 usm. Ne I om 05.06.2013, Nel om 16.08.2013, Ne 3-8

JEKJAPAIIAA [IPHHATA HA OCHOBAHHH

npomoxon ucnsimarui Ne 9760 om 09.04.2019 HJT 000 HL "®APMOBOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC SK.PM08.C37791 om 09.04.2019

AEKJIAPAIIMH 09.04.2019
WCTBUTEJIbLHA I[O 28 02.2022
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CBEJEHUS O PETUCTPAIIIN

OPTAH 110 CEPTHOHKAIUH, 3APETHCTPUPOBABUIHI JEKJIAPALIUIO

RA.RU.11®OM08 OPTAH 10 CEPTHO®HKALIHH ITPONVKIIHH OBLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH IJEHTP KOHTPOJI9 KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurcayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, eed-
caiim. oyxx.pg.

JEKJIAPAITASI O COOTBETCTBHH 3APETUCTPUPOBAHA N POCC RU J-SK. ®PM08.A.20956/19
MIAQJEEMQTPAHHH 09.04.2019
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Saneca

Pharmaceuticals
Crpannua 1 n3 2
Ceprudukar anannsa
Tlpodyrm KOPOHAJ
Homep npodyxma 12004764 Cepus LIMS HV 653965
Homep cepun 3170319 Pazmep svimyuennoii cepuy 43 957 YIIAKOBOK
Hoszuposka Swmr
Jexapcmeennan popma TabAeTKH, NOKPLITHIE MACHOUHOH
obonoukoft
Pazmep ynaxosxku 30 Tabn. Hama nposedenun ananuza 19.03.2019
| lama npoussodcmea 04.03.2019 Creyudunayun JIC-000943-040411
Hama ucmevenun cpoxa zoowocmu  28.02.2022 Pezucmpayuounoe ydocmosepenue No - JIC-000943
Cmpana-umnopmep Poccun
HenbiTanne Hopmui PeayantaThi
Onucanue ]
Onucanne TabneTkn KpYrAkie IBOAKOBBINYKIbIC COOTBETCTBYET

CBETJIO-KENTOrO LBETA ¢ PHCKOH I8 KeneHHs

Ha IBE HaCTH, TIOKPLITHIE NACHOURON

ofonoykolt
NopananocTs

Buconponora gymapar (BOAX)
Cpennas Macca Tabnerok
OnHOPOAHOCTb AO3UPOBAHUN NO Macce

OaHOPOIHOCTE MACCHL NONOBHHOK
TabneTok

OnxopoaHOCTh AO3HPOBANNA

OIHOPOAHOCTS AO3UPOBAHMA 11ET0H
TabNEeTKH N0 COASPXKAHUIO

PacnanaemocTs B BOAE
PacTBopenne aktusnoii
(papmanesTHHecKkof cybeTanuuy
(BIXKX)

Yepes 20 mun (Q = 80 %)

BY {o6pa3ua) = BY (crannapra)
0,1520-0,1680 r

18/20 1abx. ue Gonee + 7,5 %,
2/20 Tabn. He Gonee £ 15 % ot
ycraHosieHHol cpearell Maccsl
29 eamumir; 85-115 %

makc. 1 eannmua: 75-125 %

OT YCTaHOBACHHOH cpeanef Macch

AV (10 Tabn.) = L1 = 15,00 wiu

AV (30 Tabn.)=L1=1500n

Xi He Menee 0,75M u ne Gonee 1,25M
He Gonee 30 Mun

He menee 85 %

NONOXKHTENLHLIA pesynbraT

0,161l r
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYCT

2 MMH

96; 90; 94; 94; 95;90 %

ITotepa B Macce NpH BLICYIIHBAHHN He 6onee 6,5 % 3,6%
Ipumecs (BIXKX)
Ipumecs A He Gonee 0,5 % H/O
Tpumecs E He Gonez 0,2 % H/O
Tpumecs G He 6onee 0,5 % <0,05 %
Ipumecs L He Gonec 0,5 % H/O
JioGas npyras npumecs He Gonee 0,2 % H/O
Cymma npumeceii He 6onee 1,5 % <0,05 %
Muxpobuoaornueckan YHeroTH
- F'®XII, kareropus 3A
Ob1ee 4Hcno aspobHBIX He Bonee 1000 KOE/r 0 KOE/r
MMKPOOPTaHH3MOB
O6uiee yHcno rpubos He 6onee 100 KOE/r 0 KOE/r
Orcyrerene Escherichia coli Orcyrcteue s I r OTPHLATENEHO
Koanuecrsennoe onpenenenne BIMKX
Buconponona dymapar 8 1 Tabn. 4,75-5,25 mr 5,06 mr

«Canexa OapmachioTikadice a.c.» - Harpuancka 100, 92027, Tnorosen. Closawcan PecuyGanka
Ten (+421) 33 736 1111, ©axe (+421) 33 730 0890. E-mail: sancea@sanccs.com - www.saneca.com
1CO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s - c.u 2920123416/1100




Saneca
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Crpannua 3 ua 2

Ceprudukar ananusa

Ipodyxm KOPOHAJ
Homep npodyxma 12004764 Cepun LIMS HV 653965
Homep cepuu 3170319 Pazsep sutnyujennoii cepuu 43 957 VITAKOBOK
Hosupoexa 5wmr
Jexapcmaennan popma TabNeTKN, NOKPHITHIE MIEHOYHOH
ofonoukoH
Pazmep ynaxosxu 30 Tabn. Hama nposedenun ananuza 19.03.2019
| flama npoussodcmea 04.03.2019 Creyugwcayus JIC-000943-040411
L dama ucmevenun cpoxa 2odnocmu  28.02.2022 Pezucmpayuonnoe ydocmosepenue No JIC-000943
Cmpana-umnopmep Pocens

CoorBercTBYeT TpeGOBaHHAM HODMATHBHOI JOKYMEHTARHHN,

Hacrosuum s noaTeEpkAAI0, YTO BHIUEYKAIAHHAS HHBODMANNS ABNIETCH BepHOH ¥ Tounofi. [TponssoncTBo nanHoH cepuM MponykTa,
BRIIIOHAA yTIAKOBKY H KOHTPOJIE KAYECTBA HA COOTRETCTRYIOMHX 06BekTax, NONHOCTEIO cooTBeTCTRYET Tpebosannam GMP EC u
MECTHBIX PEryIATOPHEIM OPraHOB, 4 TAIOKE HOPMAM, YKA3AHHBIM B PETHCTPAIHOHHOM YAOCTOBEDEHHH CTPAHLI-HMIIOPTEPa. 3aMHCcH 0
NPOM3BOACTRE, YRAKOBKES M aHANH3E Cepun GLEH NPOBEPEHE! H TPHIHAHEI
COOTBETCTBYIOUIMMH TpeGoBanuaM GMP.

Pajpemeno k npoaasxe

NpoussoacTeeHnas naeowaaKa: MecTo BeInycka H KOHTPOAS KAuECTBA:
«Caneka PapmaceioThkanc a.c.», HuTpuancka 100 «Caneka dapmackioTHranc a.c.», Hurprancka 100
92027, I'noroeen, Cnosaukas Pecny6nuxa 92027, I'norosen, Cnosaukan PecryGnika
Pernctpauyonnmii nomep: VL 059/13-2 Peructpauxonnsii vomep: VL 059/13-2
Cepruduxar GMP Ne: SK/009V/2017 Cepruduxar GMP Ne: SKA09V/2017
YTBepaaeno, ynoasomodennoe nuuo dapracora IMUIRA Hara: 21.03.2019

/
«Canexa DapmacsOTNKAIC 4.c.» - Hiarpuauesa 100, 92027, Tiorosen, Crosaukan PecnyGauxa J.-'-‘

Ten (+421) 33 736 1111, Duwcc (+421) 33 730 0890, E-mail: SANCCAW SANCCA.COM — WWW.SENECA.com A
1CO 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s — c.u 2920123416/1100
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Certificate of analysis

\ Saneca
L./ Pharmaceuticals

Saneca Pharmaceuticals a.s. - Mitrianska 100 - 920 27 Hiohovec - Slovensk4 republika
Tel: {+421) 33 736 1111, Fax {+421) 33 730 0890, E-mail- sanecaf@saneca.com — www saneca.com

ICO. 46 833 323 - IC DPH SK2023599842 - Tatrabanka as - & 0. 2020923416100
Otctmsdrry sagislia Dbteanehd podu Tengva Oddisl: Sa. Vol Lie, 10501/

Product CORONAL
Product number 12004764 Botch LIMS HY 653965
Barch number 3170319 Released quantity 43957 PACKS
Dosage strength S5mg
Dosage form film-coated tablets
Packaging size 30 tbl. Date of analysis 19.03.2019
Manufacture date 04.03.2019 Specification L3-000943-040411
Expiry date 28.02.2022 Marketing authorisation L5-000943
Importing country Russia No.
Test Limits Results
Appearance
i Dcscnptmn . light yellow round biconvex .o .. complies 6 p et i d i
film coated 1 (ablets,half-scored :
Tdentification
___ Bisoprolol fumarate (HPL.C) ___identical RT o bpositive |
Average weight of 1 tablet 0.1520 g 10 0.1680 g 0.loll g
Uniformity of mass 18/20 tbl. NMT + 7.5 %, complies
2/20 tbl. NMT £ 15 % from
determined average mass
Uniformity of mass of divided 29 subunits: 85-115% complies
tablets max. | subunit: 75 -125 %
from determined average mass
Unifermity of dosage units
Content uniformity of whole AV(I0kl)<Li=1500r complies
tablets AV (30 tbl.) <L1=]5.0 and
xi <0.75; 1.25M>
Disintegration time in water NMT 30 min | 2 min
Dissolution active substance
(HPLC)
After 20 min. (Q=580%) NLT 85 % 96;90;94;94,95;90 %
Loss on drying NMT 6.5 % 36%
Purity HPLC
Impurity A NMT 0.5 % ND
Impurity E NMT 0.2 % ND
Impurity G NMT 0.5 % <0.05 %
Impurity L NMT 0.5 % ND
Any other impurities NMT 0.2 % ND
Sum of impurities NMT 1.5 % <0.05 %
Microbiological quality
- GF XII, category 3A
Tota) aerobic bacteria NMT 1 000 CFU/g 0CFU/g
Total Fungi NMT 100 CFU/g 0CFU/g
Absence of Escherichia coli absenceinl g negative
Content HPLC
Bisoprolol fumarate in 1 tbl, 4.75 mgto 5.25 mg 506 mg
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Saneca
Pharmaceuticals

Page 2 of 2

Certificate of analysis

Product CORONAL
Product number 12004764 Barch LIMS HY 653965
Batch number 3170319 Released quantity 43957 PACKS
Dosage strength 5mg
Dosage forni film-coated tablets
Packaging size 30 tbl. Date of analysis 19.03.2019
Manufacture dute 04.03.2019 Specification LS-000943-040411]
Expiry date 28.02.2022 Marketing authorisation 1.5-000943
Importing country Russia No.

Conformity with the specification.

L hereby confirm that the above information is authentic and accurate. This baich of product has been manufactured including packaging
=::~-and guality control at-site fully operating in compliance with.EU-GMP requirements, the local Regulatory Authority and  the - marketing:
seeetw 5 authorisation of the importing country. The batch processing, packaging and arialysis records were reviewed and found tobe in

compliance with GMP,
Release for sale
Manufacturing site: Quality contro! 2nd release site:
Saneca Pharmaceuticals a.5, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number ; VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V2017

]

Certified by QP: Farkasové Emilia %/V Certifiedon:  21.03.2019
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Saneca Pharmaceuticals a.s. - Nitnanska 100 - 820 27 Hiohover - Slovenska republika f )
Tel: (+421} 33 736 1111, Fax. {+421) 33 730 0890, E-mail: saneca@saneca.com ~ www.saneca corm ;

1CO: 48 833 323 - IC DPH: $K2023598842 — Tatrabanka a.s. —& 2920123416/1100
Obchodny) regitter Ohrasného sadu Tenava. Dadlst Sa, Wotan fista 10801/T




